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DETAILED ACTION 
Status of Claims 

Applicant's amendment filed on 4/4/2008 and Rule 1.132 affidavit have been received and 
entered into record and considered. 

The following information provided in the amendment affects the instant application: 

1. Claims 2-6, 12, 15-16, 19-20 and 25 have been cancelled. 

2. Claims 1,7-11, 13-14, 17-18 and 21-24 are pending and under examination. 

3. It is noted that the current case has been transferred to Examiner Jacob Cheu for 
examination. 

4. The rejection over 35 USC 101 is withdrawn because in view of the specification and 
the affidavit. Accordingly, the rejection over 35 USC 1 12, first paragraph is withdrawn. 

5. A new ground of rejection is set forth in this Office Action (see below). 

Claim Rejections - 35 USC §102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1,7-9, 11, 13-14, 17-18 and 21-23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Targan et al. (US 5750355). 

With respect to claims 1,8, 11 and 17, Targan et al. teach a method of determining 
ulcerative colitis (UC). Targan et al. teach obtaining a fecal sample from a person having 
inflammatory bowel disease, and using contacting the fecal sample with neutrophil 
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cytoplasmic antigens (see example IV), and detecting the binding of neutrophil antigen 
bound with anti-neutrophil antibodies in the fecal sample, where the binding is indicative 
of the presence of the UC disease. Furthermore, it is noted that data from Table 1 
indicate that the mean titers of anti-neutrophil antibody positive samples were 
significantly higher. Furthermore, Targan et al. also indicate that the measuring of anti- 
neutrophil antibodies from the fecal samples can also be used to differentiate the 
conditions of various diseases, including ulcerative colitis and Crohn's disease (see claim 
15). 

With respect to claim 7, the fecal samples are diluted in the ELISA (See Example 
Immunofluorescence Assay). 

With respect to claim 9, Targan et al. teach using antibody, e.g. goat F(ab')2 anti-human 
IgG(mu)-FITC to create a readable sample (See Example V; line 50-65). 

With respect to claim 10, Targan et al. further teach using ELISA to detect complex, e.g. 
optical density. 

With respect to claim 14, Targan et al. teach using ELISA. (see Example XI). 



With respect to claim 13, the antibody used is an IgG (see Example V). 
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With respect to claim 17-18, Targan et al. teach that measuring anti-neutrophil antibody 
can be used to detect UC and differentiating from Crohn's disease, supra. 



With respect to claim 21, Targan et al. teach diluting fecal sample. Surpa. 
Claim Rejections - 35 USC §103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

5. Claims 10 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over Targan 
et et al. as applied to claims 1 and 17 above, and further in view of Middeldorp et al. (US 
20020169286). 



Targan et al. reference has been discussed above, and Targan et al. teach using IgG 
antibody recognizing neutrophil- anti-neutrophil antibody complex in a sandwich assay 
(ELISA). 



Application/Control Number: 10/656,034 Page 
Art Unit: 1641 

However, Targan et al. do not explicitly teach using 450 nm spectrum for the detection 
under ELISA. 



Middeldorp et al. teach using ELISA for analysis of analyte. 

Middeldorp et al. teach using optical 450 nm for detection of IgG complex of human 
samples under ELISA (see section 0111) 



Therefore, it would have been prima facie obvious to one ordinary skill in the art at the 
time the invention was made to have motivated Targan et al. to use optical density of 450 
nm detection, such as taught by Middeldorp, to detect the complex of IgG with 
neurtrophil and anti-neutrophil antibodies. Using optical density under ELISA is well- 
known and widely practiced in the art and would requires merely routine skill in the field. 



Conclusion 

6. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JACOB CHEU whose telephone number is (571)272-0814. The 
examiner can normally be reached on 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on 571-272-0806. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Jacob Cheu/ 
Examiner, Art Unit 1641 



